
La naturaleza nos respalda 

Date: September 24,2004 Bogota D.C., Colombia 

Att: Victoria Lotwek 
Office of Nutritional Products, Labeling, and Dietary Supplements @IFS-820) 
Center for Food Safety and Applied Nutritional 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD, 20740-3835 

Subject: Missing copies - text translations 

Dear Ms. Lotwek: 

Here are 3 copies of the translation of the texts in Spanish for both plants: Anamu and Vira vira. Once 
more thank you for your patience and help. If you need to contact us, please feel free to call me (571) 
232 05 05. 

Carrera 13 No. 46-56 
P.B.X. 2 45 03 90 - 2 32 05 05 - 3 40 12 23 
www.naturasol.net l Bogot6 Colombia 
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PROCEDURE 
fTRANSL4TION) 

TlME 
Start Finish 

11. Transfer powder in plastic containers 
with a properly sealed plastic bag. 

12. Press lablets in 16 station 
Manesty tuachine with proger 
care UJld proceed to: 
Weight and cmslstency contml 
(register in PD.FR.72 format) 
Diameler, height, and disiutegralion 
control (register in CC.FR. 1 format) 

13. Solicit conditioning order (PD.FR.65) 

14. Transfer lo solids bottling area 
( tablets) in white PVC bottle Ref. 150 tablet , 
and control the number of tablets on the 
countiug scale by weight. Place push down cap 
on each bottle. 

15. Transfer to labeling am in plastic containers. 

16. Vcriify the labels: 
Code Lot # 
Exp. Date 
Label color 
Print quality 

17. Proceed lo label each bottle and place 
heat shrink tubing. 

18. Seal using heat shrinking pistol, 
avoiding excess heat. 

19. Plastic wrap in groups of 6 and place 
plastic containers. (register CC.FR.2) 

20. Deliver LO finished product warehouse 
Pelform3nce: 
Expected bottles 
Obtained bottles 
Perfbrmance 94 

Elaborated: supeNisd: 

Operator: P.L. 

SIGNATURE AND DATE 
Effectuates Verifies 

Approved; 

T.C. 
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Operator: 

CONTINUE FROM PREUlOUS Pf?GE 002 -- 

P.L. T.C. 
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PROCEDURE 
(l i???ANyLATIoN) 

TIME 
Stall Finish 

Il. Transfer powder in plastic containers 
with a properly sealed plastic bag. 

12. Press tablets in 16 station 
Manesty machine with proper 
care and pmecd lo: 
Weight and consistency control 
(register in PD.FR.72 format) 
Diameter, height, and disintegration 
control (re&ter in CC.FR. 1 format) 

13. Solicit conditioning order (PD.FR.65) 

14. Tran&r to solids bottling area 
( tablets) in white PVC bottle Ref. 150 tablet 
and control the number of tablets on the 
counting scale by weight. Place push down cap 
on each bottle. 

15. Transfer to labeling area in plastic containers. 

16. Verify lhe lahels: 
Cadc Lot # 
E\p. Date ,._-., 4 ..- 
Label color .-- I- 
Print quii1ty 

17. Proceed to label each bottle and place 
heat shrink tubing. 

18. Seal using heat shrinking pistol, 
avoiding excca heat 

19. Plastic wrap in groups of 6 and place 
plastic containers. (register CC.FR.2) 

20. Deliver to finished ptuiuct warehouse. 
Performance: 
Expected bottles 
Obtained bottles 
Performance %  

Elaborated: Supen+ed: 

Operator: P.L. 

SIGNATURJZ AND DATE 
Effectuates Verifies 

Approved: 

T.C. 
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(7lRANSlATIoN) 
S.O.P. VIRA VIRA TAB LOT. # 

Code: Date: Quantity: 

MANUFACTURING PRGCEbURE 

PROCEDURE TIME 
start Finish 

1, Manufacturing equipment, must be 
in good state: 
Scale 
Ribbon Mixer 
GI”dm scale 
Mauesty tablet press 
Gluer 
Heat shrink tubing gtm 
Plastic wrap sealer 

2. Read procedure cardully taking into 
account compkte uniSorm must be worn and 
industrial security implements must be used. 

3. Verify correct identification and quantity 
of the following materials. 
Starch 
Vira vira 
Ardbic gum 
Magnesium stereate 

4. Verify cleanIiness of equipment. 

5. Solicit inspection from quaI@ control. 

6. Agglutinate, dissolving the excipients 
in the following manner: dry mix the gum and 
starch, and dissolve in ( ) L ofcoid water. Previously, 
( ) L of water have been heated, which 
is added to the previous mix. 

7. Place the vin vira pow&r in the mixer, 
add agglutinant in point 6 and mix for 30 min. 
8. Granulate through netting No. 20. 

9. Move to dtying aroa and introduce for 8 hours, 
at 400 C. After the time has passed let cool. 

SIGNATURE AND DATE 
EffectuateS Veritks 

10. Mix the previous powder with magnesium stemate 
in the mixer for 15 min. Solicit process and approval 
control according to: 
Smell 
Color 
APIJ==- 
Humidity “/o 
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libertnd y Orden 

Instpto National de Vigilancia de Medicamentos y Alimentos - INVIMA 
. Ministerio de la Proteccidn Social 

Repirblica de Colombia 

] FECHA DE EXPEDICION : 22 DE JUNIO DE 2004 
VISITA: 04 DE MAYO DE 2004 

RADICACION No. : 2004016862 FECHA : WOli2001----LIj 

CERTIFICADO DE CAPACIDAD DE PRODUCCION 

I. ESTABLECIMIENTO FARMACiUTlCO DE PREPARACIONES FARMACEUTICAS CON BASE EN 
RECURSOS NATURAL= 

: LABORATO IOS DE PRODUCTOS NATURASOL MORENO GARCIA ROJAS E HIJOS B CIA S EN C. S. ;5*,go 
2. PROPIETARIO 

[ NOMBRE 
DIRECCION 
TELEFONO 
DEPARTAMENTO 

IDENTIFICACION 

3. REPRESENTANTE LEGAL 

RAZON SOCIAL Y’O APELLIDOS ; MARGARITA GARCIA ROJAS LUNA 
DIRECCION : Carrera 13 No. 46-56 
TELEFONO : : 2320505 FAX : 2450390 

DEPARTAMENTD : CUNDINAMARCA CIUDAD: BOGOTA. D.C. PAIS : COLOMBIA 

4. DIRECTOR TECNICO 

NOMBRE Y APELLIDOS : ANA MARIA VILLADIEGO POLO 
REGISTRO PROFESIONAL : 03008210203011068 EXPEDIDO POR. COLEGIO NACIONAL DE auirwos 

I FARMAChJTICOS DE COLOMBIA - In 

6 
5. CERTIFICACION 

CERTIFICO WE EL ESTABLECIMIENTO EN MENCtON Si CUMPLE CON LAS CONDICIONES 
HIGIENICO TECNICO LOCATIVAS Y DE CONTROL DE CALIDAD. DE ACUERDO CON LA 
LEGISLACION VIGENTE. PARA LAS SIGUIENTES AREAS 

Carrera 680 Nro 17-I 112 1 PBX 2948700 
Pdg. I de 2 

Pigma Web htlp I/ H;W I::VII~Z arrv-co E3ogoG - Colombia 4.A. 20896 
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CONTINUE FROM PRE’J!OUS PQGE 001 

(TRA NW TION) 
National Institute of Vigilance of Medicine and Food - INVlb4.A 

Department of Social Pmection 
Republic of Colombia 

No. 025 l-04 DATE OF EXPEDITION: 22 OF JUNE 2004 
DATE OF LAST VISIT: 04 MAY 2004 

RADICATION NO.: 2004016862 DATE: 30/03/2004 

CBRTIFICATE OF CAPACITY OF PRODUCTION 

1. PEABAMCEUTICAL ESTABLISEMENT OF PHARAMCEUTICAL PREPARATIONS BASED 
ON NATURAL RESOURCES 

NAME: LABORATO~OS DE PRODUCTOS NATURASOL MORENO GARCIA ROJ@ E HiJOS & CIA S. EN CS, 
ADDRESS: Carma 13 No. 46-56 
TEXXPHONE: 232 0505 FAX: 245 03 09 

2. PROPRIETOR 
NAME: LABORATORIOS DE PRODUCTOS NA’I’UIWWL MORENO GARCIA ROJAS E HIJOS & CIA S. EN C.S. 
ADDRESS: Camera 13 No. 46-56 
TELEPHONE: 232 0505 FAX: 245 03 09 
DEPARTMENT: CUNDINAMARCA CITY: BOGOTA DC. COUNTRY: COLOMBIA 
IDENTIFICATION: NIT 800.066.578-o REGISTRY No.: 00372573 

3. LEGAL REPRESENTATIVE 
SOCIAL REASON AND/OR LAST NAMES : MARGARITA GARCIA ROJAS LUNA 
TELEPHONE: 232 0505 FAX: 245 03 09 
DEPARTMENT: CUNDINAMARCA CITY: BOGOTA D.C. COUNTRY: COLOMBIA 

4.TECENICAL DIRECTOR 
NAMES AND LAST NAMES: ANA MARIA VILLADIEGG POLO 
PROFESSIONAL RFiGISTR’lr: 03008210203011068 EXPEDITED BY: NATIONAL. COLLEGE OF 

PHARMACEUTICAL QUEMJSTS OF COLOMBIA 

5. CERTIFICATION 
I CERTIFY THAT THE ESTABLISHMENT ABOVE MENTIONED DOES MEET WITH ALL THJ? 
CONDITIONS OF TECHNICAL LOCATION AND HYGIENE AND QUALIfl CONTROL, ACCORDING 
TO CURRENT LEGISLATION, FOR THE FOLLOWING AREAS; 

PAGE 1 OF 2 
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:lhertnd y Orden 

lnstjtuto National de Vigilancia de Medicamentos y Alimentos - iNVlMA 
Ministerio de la Proteccibn Sacial 

Reptibtica de Colombia 

No. 0251-04 1 FECHA DE EXPEDICION : 22 DE JUNIO DE 2004 
FECHA ULTIMA VISITA: 04 DE MAYO DE 2004 
RADlCACiON No. : 2004~16662 FECHA 30/0312004 

r- ---.-- AREAS FORMAS FARMACEUTICAS DE PREPARAClOtdES A 

L- BASEDERECURSOSNATURALES. 
; PREPARACIONES FARMACEUTICAS CON j 
, BASE EN RECURSOS NATURALES 
k. LiQUlDOS 

j. SEMIS6LIDOS 

/. S6LIDOS 

j ~0 APLICA 

; TABLETAS, CAPSULAS Y POLVOS. , I -- --l 

EL LABORATORIO ESTA SUJETO A INSPECCIONES Y REVISIONES PERIODICAS SOBRE 
EL MANTENlMtENTO DE LAS CONDICIONES HtGlENlCO TECNtCO LOCATIVAS Y DE 
CONTROL DE CALIDAD. 

ESTE CERTtFtCADO ES VALID0 SIEMPRE Y CUANDO SE MANTENGAN LAS 
CONDICIONES SANITARIAS BAJO LAS CUALES FUE OTORGADO. 

No. 251-04 FECHA DE EXPEDICION: 22 DE JUNIO DE 2004 
FECHA ACTA DE WSITA: 04 DE MAYO DE 2004 -- - -c -_.. .- -___- ----.-_--. - _- ._.. ---- .--.I- 

ESTE DOCUMENTCj ES VALID0 POR UN AtJQ A PARTIR DE LA FECHA DE EXPEDICION 

TODOS LOS FOLIOS DE ESTE DOCUMENT0 LLEVAN SELL0 HOLOGRAFICO DEL INVIMA 

DOCUMGNTO VALID0 UNICAMENTE EN SU ORIGINAL 

OROZGO 
SUBDIRECTOR DE MEDICAMENTOS 
Y PRODUCTOS BIOLOGICOS 

pig. 2 de 2 
Carrera 680 Nro. 17-11121 PBX 2948700 

Pagma Web htlp li www invmz <‘)v Etogot8 - Colombia A A 20896 



OC.T-12-2004 04:29 AM P, 05 - __.. .-. -. - _ - __-____.-- -- 
. 

(TRA NSLA TION) 
National Institute of Vigihuce of Medicine and Food - INVIMA 

Depanmcnt of Soda1 Protedon 
Republic of Celombta 

No. 025 l-04 DATE OF EXPEDITION: 22 OF JUNE 2004 
DATE OF LAST VISF: 04 MAY 2004 

RADICATlON NO.: 2004016862 DATE: 30/03/2004 

AREAS PHARAMACEU’IICAL FORM OF PREPARATIONS 
BASED ON NATURAL RESGURCBS 

PHARAMACEUTICAL PREPARATION 
BASED ON NATURAL RESWRCES 

l LIQUID SYRUPS AND DROPS 
l SEMISOLIDS NOT APPLICABLE 
l SOLIDS TABLETS, CAPSULES AND POWDERS 

OBSERVATIONS 
THE LABORATORY IS SUBJECT To PERIODICAL INSPECTIONS AND REVISIONS REGARDING 
THE MAINTENANCE OF CGNDITIONS OF TBCI-INICAL LOCATlON AND HYGIENE AND QUALITY 
CONTROL. 

THIS CERTIFICATE IS VALID AS LONG AS THE CONDITIONS UNDER WHICH IT WAS 
EXPEDITED ARE MET. 

No. 025 1+4 DATE OF EXPEDITION: 22 OF IUNE 2004 
DATE OF LAST VISIT: 04 MAY 2004 

THIS DOCUMENT IS VALID FOR ONE YEAR FROM THE DATE OF E!KPEDITION 

ALL OF THE PAGES IN THIS DOCUMENT CARRY A HOLOGRAPHIC INVIMA SYMBOL 

DOCUMENT VALID ONLY IN ORIGINAL FORM 

SlGNED 
BY JULIO CBSAR ALDANABULA 
GENERAL DIRECIQR 

SIGNED 
BY JAIME DE JESUS ESCOBAR OROZCO 
SUBDIRECTOR OF MEDICINE AND 
BIOLGGICAL PRODUCTS 

PAGE 2 OF 2 
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brlifcedo COLO21239 

LABORATORIOS DE PRODUCTOS 
NATURASOL MORENO GARCIA 

ROJAS E WOS & CIA. S. EN C.S. 
Curam 13 No. 46.56 

BOGOTA DC, cocw0lA 

IS0 9001:2000 

FMfUCACldN V COWWAUZAC~N DE PRODUCT08 CON BASE EN 
RECURS06 NATURALEd PARA US0 T-O V PROF~LAC~~CO. 

ES8 c%rtlhcada 8s tilido de&b OXl2RW ha&a OZUlZROO7 

E&.&1Z.CmtiliimSGSd8sd80311W2WI 
dialmente Certl6cado desde Mayo 24 de 2002 

-m-.. 
i 



P, 07 

(lX.4 NSLA TION) 

Certificate COLO2/23 9 

OC,T-12-2004 04:30 AM 

. 

The management system of 

LABORATORIOS DE PRODUCTOS 
NATURASOL MORENO GARCIA 
ROJAS E HIJOS & CIA. S. EN C.S. 

Cwcw 13 No. 46-56 
BOGOTA DC., COLOMBIA 

Has been evaluated and eeztikd in terms of the fulfillment of the requisits of 

IS0 9001:2000 

For the following activities: 

FABRICATION AND COMl3RCIALJZATIOON OF PRODUCTS BASED ON NATURAL RESOURCES 
FOR 7mmummc Am PR~MLACI-IC USE. 

This certificate is valid fkom 03/02/2004 until 02/02/2007 
2’“’ edition ccztiGat,e with SGS from 03/M/2004 

Initially cwtified on may 24,202 
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CONTINUE FROM PRE’J.‘OUS &GE LPl 

i / PROCEDIMlENTO DE EIANUFACTURA 
-. 

.- 

.I t _- .--- 
.ir:qrrjp~menufactura, deba estar o11 t~.~t:rl 
~taclr:: i 
;;1sc:ii2 
bzc!hor Ribbon 
talanb Gramera 
‘abl$eadora Manesly 
Ingo nedora 
Jisto 1 a’ de Termoencoyibtc 
;e:la,dbra Termoencogible 

: )I .;’ 
2. L&a cuidadosamcnto todo cl praccdirrrict~lc 
eniendo en cuenta, utillzar el unilorme 
xmptelo e ;mplenlenlos de seguridsd induslriol 

1, * 
I. V&ificar la correcta idcntificaci6n y cantidnd 
!e Ibs siQulonte.5 r’r+erius prlmas: 
UmldQn __ _- 
/irq Vim 
Zorba Arfibiga 
FSb+dO 

) 

I 

1. Vorificar la lirnpieza de 10s cquipos 
/ 

5. Solicimr la inspecclbn a conhol de calidatl. 
I 

3. IAglutinar, disolvierrdo 10s cxcipienlcs de 1; 
stgulertte manera : mczclar en sect la goma y c 
almidbn, y disolvor en ( ) L de agua fria 
Previamente se han calentado ( )L de agu, 
a la cual se IG adiciona la mozcla anterior. 

‘/.ColOcar dwtro ‘dcl rliozclr~cluc~ Vil’il VII71 I! 

polvo, agregar cl sgfufiuante del quo habla ( 
pyto 6 y mezclor dursnle 30 min. 
~ , ,, I “’ 

&Granular pasando cl p~wlucto par una mall 
NG!O. . 

Q!Trasladar a cl area do sccado c introducir e 
bandejas por un tiempo de 8 floras , a un 
Tempsra\nra de 40°C. 
Dospu~s de Ir;lrtscurri$o eslc licmpo doji 

v I 1 ‘: 

II 
:I 
<’ 

iTI 

r\ 
ll 

II’ 

__,_. 
INICIA .-..-.- - 

--- 

L--- 
El7MlNA __--.- 1 

-I . - -- 

f .’ 1 

‘, 

I 

_ .-_--I- 

FIRMA Y -L.“.w __ -._- 
wcru,\ --A--- 

! - 
. ..a 

I’ 

. . 
i 


